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Subtitle

• “If not us, who? If not now, when?”



COI

• none



The struggle for Geriatric Oncology

• We need the data
• We know how to get it

• But we’re not doing it
• Not designing studies for older 

patients
• When available, often not 

recommending studies



Conclusion from 1983 meeting-Yancik

1. Examination of the factors unique to older-aged 
persons…

2. Baseline data…clinical interface of cancer and 
aging

3. Interdisciplinary team approach far greater than 
an occasional collaboration





FDA Guidance Document--1989





Potential role of FDA.  Ideas under repeated discussion.

• Carrot and stick approach and proposals

– Prolong the patent life
– Drug approval with expansion trials, i.e. looking 

for toxicity, functional subsets, just the older 
patient

– Eligibility to account for comorbidity
– Unfortunately, nothing has worked



We unequivocally know…
• Older patients with cancer are different and more complex than 

younger patients
• Performance status is an inadequate measure of older cancer 

patients
• Some form of cancer directed geriatric assessment gives valuable 

information for the care of patients
• Prospective data confirms the benefit (ASCO 2020)
• We need much more data as treatments become more complex and 

the population increases
• We know how to obtain that data….



We know how to do it…



Universal Dataset-Mohile, et al. JCO 2018

• Simple measures
• Simple questions
• Watch the patient walk
• Weight loss
• Depression
• Where do they live; 

dependent/independent
• Adaptable to clinical 

trials



Adapting eligibility



Eligibility addressing realities..



If not now…when?

40 years of discussion of need

Multiple prospective studies showing benefit of geriatric evaluation

Multiple position papers and guidance

Multiple organizations emphasizing 
research and promoting the 
geriatric oncology agenda

ASCO, SIOG, ESMO

CALGB/Alliance, GOG/NRG

CARG



Deficiencies
• Lack of integration of geriatric principles into oncology practice
• Investigator initiated research does not include the necessary 

baseline geriatric assessment
• Pharma has been unwilling to incorporate geriatric principles or do 

specific studies for older patients
• Journals not insisting on the report of this data
• Clinicians often not encouraging the participation of older patients on 

clinical trials



Suggested initiatives

1

Physician education 
needs to be 
expanded from 
medical school 
onwards

2

Professional 
societies need to 
continue to 
emphasize these 
issues

3

Major role of the 
FDA
• Over the years a carrot 

and stick approach has 
been discussed



We have the ability to move forward…

• The multiple stakeholders are working 
together

• International oncology societies have had 
input 

• Multiple recommendations and taskforces 
have been published and discussed

• Multiple investigators are invested in this area



If not now, when?

• The answer can only be: now!!

• The clinical trial infrastructure and regulatory 
bodies needs to require this—FDA needs to be 
more stringent

• The high impact journals need to require the 
analysis

• Insurers need to recognize the time this will take
• Reimburse patient expenses, i.e. travel, parking at 

the least



If not now, when?
• Incentive clinicians to put patients on study
• Use information technology

– Simplify data acquisition and recording
– Can be used to assess function
– Database

• Clinical trial design
– Patient/physician choice
– Minimize visits, tests



Do not cast me away when I am 
old; do not forsake me when my 
strength is gone.

Psalms 71.9

Final thoughts
• This expanding, largely vulnerable population 

needs to be the focus of our endeavors.  They 
deserve nothing less.



Thank you



Groundhog Day Effect

It is the idea that every action that 
one makes; the rewards and 
consequences of those actions 
are not followed through the next 
day. Therefore this pattern can 
keep on repeating for an unknown 
amount of time.
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